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The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

I) S Responsive to communication(s) filed on 06 October 2003 . 
2a)D This action is FINAL. 2b)H This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quay/e, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) I3 Claim(s) 1-20 is/are pending in the application. 

4a) Of the above claim(s) 9-20 is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) S Claim(s) 1^8 is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10)D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

II) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 
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application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 

Election/Restrictions 
This application contains claims directed to the following patentably distinct species: 
Species 1 : shown in figures 31-33 
Species 2: shown in figures 34-35 
Species 3: shown in figure 36 
Species 4: shown in figures 37-38 
Species 5: shown in figure 39 

The species are independent or distinct because the claims are alternate embodiments of 
expansion and contraction devices. 

Applicant is required under 35 U.S.C. 121 to elect a single disclosed species for 
prosecution on the merits to which the claims shall be restricted if no generic claim is finally 
held to be allowable. Currently, no claims are generic. 

Applicant is advised that a reply to this requirement must include an identification of the 
species that is elected consonant with this requirement, and a listing of all claims readable 
thereon, including any claims subsequently added. An argument that a claim is allowable or that 
all claims are generic is considered nonresponsive unless accompanied by an election. 

Upon the allowance of a generic claim, applicant will be entitled to consideration of 
claims to additional species which depend from or otherwise require all the limitations of an 
allowable generic claim as provided by 37 CFR 1 . 141. If claims are added after the election, 
applicant must indicate which are readable upon the elected species. MPEP § 809.02(a). 
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During a telephone conversation with Coe Bloomberg (Registration No.26,605) on 
February 22, 2006 a provisional election was made without traverse to prosecute the invention of 
species 1, claims 1-8. Affirmation of this election must be made by applicant in replying to this 
Office action. Claims 9-20 have been withdrawn from further consideration by the examiner, 37 
CFR 1.142(b), as being drawn to a non-elected invention. 

Applicant is reminded that upon the cancellation of claims to a non-elected invention, the 
inventorship must be amended in compliance with 37 CFR 1.48(b) if one or more of the 
currently named inventors is no longer an inventor of at least one claim remaining in the 
application. Any amendment of inventorship must be accompanied by a request under 37 CFR 
1.48(b) and by the fee required under 37 CFR 1.17(i). 

Claim Rejections - 35 USC §112 

The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

Claims 2-5 are rejected under 35 U.S.C. 1 12, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the subject matter which applicant regards as 
the invention. Claim 1 is drawn toward an expansion and contraction device. Dependent claims 
2-5 are drawn toward features of a heart valve, which is changing the scope of the claim, since a 
heart valve is not part of an expansion and contraction device. Therefore, claiming an expansion 
and contraction device comprising a valve is indefinite. If the applicant intends to claim the 
expansion and contraction device and the valve, it is suggested to change the preamble to 
something along the lines of, "An assembly comprising. . . .an expansion and contraction device 
having. . . .and a replacement valve comprising. . . ", therefore the device and the valve are part of 



Application/Control Number: 10/680,719 Page 4 

Art Unit: 3738 

the assembly and both may be positively claimed. On a second note, as claim 1 is presently 
written, a valve is not required (an expansion and contraction device for implanting a valve), 
since only intended use language has been used, only a expansion device capable of being used 
with a valve having the features in the claims is required. The valve features themselves are not 
required by the claims as written. 

Claims 2, 3, and 4 recite the limitation "said valve" in line 1 of each claim. There is 
insufficient antecedent basis for this limitation in the claims. A valve has not been positively 
claimed in the independent claim. Claim 5 depends upon claim 4 and inherits all problems with 
the claim. The valve features themselves are not required by the claims as written. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

Claims 1-8 are rejected under 35 U.S.C. 103(a) as being unpatentable over Kirkman (US 
6,558,349 Bl). Referring to claim 1, Kirkman discloses a device (fig.2, 5, 6, 10A, 10B) 
comprising a plurality of wires (12, 72,78, 156, 158, 160), a grip handle (seen in fig. 10A or 1, at 
the proximal end), and a cylinder (catheter 4) having outwardly angled holes (40) along the 
perimeter. Although Kirkman discloses wires, Kirkman does not disclose whether the wires are 
solid or hollow. At the time the invention was made, it would have been obvious to one having 
ordinary skill in the art, to have the wires to be hollow. Applicant has not disclosed that hollow 
wires provide an advantage, is used for a particular purpose, or solves a stated problem. One of 
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ordinary skill in the art furthermore, would have expected Applicant's invention to perform 
equally well with either solid or hollow wires because both are capable of performing the 
expansion function. Therefore, it would have been obvious to one of ordinary skill in the art to 
modify Kirkman to obtain the invention as claimed in claim 1 . 

Referring to claims 2-5, Kirkman' s device (seen in fig.2, 5, 6, and 10) is capable of being 
used to implant a valve assembly having the claimed features (shown implanting a stent in 
fig. 10). 

Referring to claims 6-8, Kirkman discloses wires (12, 72, 78, 156) inserted in the holes of 
the cylinder (fig.2, 5, 6, 10), and wherein the wires form a circle and where the circle is 
expanded when the wires are pushed through the holes (see figs). 

Claims 1-8 are rejected under 35 U.S.C. 103(a) as being unpatentable over Schoon et al. 
(US 6,786,925 Bl). Referring to claim 1, Schoon discloses a device (tool 50) capable of 
implanting a valve (10; fig.l) comprising a plurality of wires (104, 106), a grip handle (62), and 
a cylinder (68 or 54) having outwardly angled holes (see fig.4 where distal member 84 of wires 
104, 106 extend there through) along the perimeter. Although Schoon discloses wires, Schoon 
does not disclose whether the wires are solid or hollow. At the time the invention was made, it 
would have been obvious to one having ordinary skill in the art, to have the wires to be hollow. 
Applicant has not disclosed that hollow wires provide an advantage, is used for a particular 
purpose, or solves a stated problem. One of ordinary skill in the art furthermore, would have 
expected Applicant's invention to perform equally well with either solid or hollow wires because 
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both are capable of performing the expansion function. Therefore, it would have been obvious to 
one of ordinary skill in the art to modify Schoon to obtain the invention as claimed in claim 1 . 

Referring to claims 2-5, Schoon' s device is capable of being used to implant a valve 
assembly having the claimed features (valve seen in fig.l, 2). 

Referring to claims 6-8, Schoon discloses wires (104, 106) inserted in the holes (seen in 
fig.4) of the cylinder (68 or 54), and wherein the wires (104, 106) form a circle (see cross section 
in fig. 5) and where the circle is expanded when the wires are pushed through the holes. 

Conclusion 

The prior art made of record and not relied upon is considered pertinent to applicant's 
disclosure. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Cheryl Miller whose telephone number is (571) 272-4755. The 
examiner can normally be reached on Monday-Friday 7:30am-5:00pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Corrine McDermott can be reached on (571) 272-4755. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 




Cheryl Miller 




PRIMARY EXAMINER 



